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Examines 



—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 



Period for Response 

A SHORTENED STATUTORY PERIOD FOR RESPONSE IS SET TO EXPIRE 
MAILING DATE OF THIS COMMUNICATION. 



MONTH(S) FROM THE 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a response be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for response specified above is less than thirty (30) days, a response within the statutory minimum of thirty (30) days will be considered timely. 
• If NO period for response is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to respond within the set or extended period for response will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 



Status 




^Responsive to communication(s) filed on 

action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

^laim(s) 





Of the above claim(s)- 

□ Claim(s) 

v^Claim(s) 

□ Claim(s) 

□ Claim(s) 



_ is/are pending in the application. 

is/are withdrawn from consideration. 
. is/are allowed. 

is/are rejected. 

- is/are objected to. 

. are subject to restriction or election 
requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

*Certified copies not received: . 

Attachment(s) 

[^information Disclosure Statement(s), PTO-1449, Paper No(s). □ Interview Summary, PTO-413 



□ Notice of References Cited, PTO-892 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Notice of Informal Patent Application, PTO-152 

□ Other 
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Claims 125-144 are rejected under 35 U.S.C. § 103 as being 
unpatentable over Fankhauser et al . 4,855,142 taken alone or 
together with Ennis et al . Article. 

The use of a bile salt enhancer to release from the matrices 
of Fankhauser et al . '142 would be obvious, prima facie , to those 
skilled in the art (see column 4 lines 30-32 of same and 
disclosure of Ennis et al . ) . The results of the instant 
specification in regard to release of active agents are presumed 
to be inherent in the primary reference release films since the 
polymers which are used to construct the films are the same as 
those of the claimed mucosal delivery system. The scope of the 
claims includes polymer mixtures which encompass those used in 
Fankhauser et al . '142. 

Claims 125-144 are rejected under 35 U.S.C. § 112, paragraph 

2 . 

The claims do not contain limitations of time-release and 
definite amounts of the principal components. Claims are 
suggested to be limited to the combinations of rubbery copolymers 
and polycarboxylic polymer auxiliaries of the specification 
Working Examples. That is, if a particular combination of 
polymers is necessary to obtain release results for certain 
active agents, then it is necessary to claim same as critical 
components. 




Serial No. 08/855,933 



-3- 



Art Unit 1615 



Applicant's amendment necessitated the new grounds of 
rejection. Accordingly, THIS ACTION IS MADE FINAL. See M.P.E.P. 

§ 706.07(a). Applicant is reminded of the extension of time 
policy as set forth in 37 C.F.R. § 1.136(a). 



A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL 
ACTION IS SET TO EXPIRE THREE MONTHS FROM THE DATE OF THIS 
ACTION. IN THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS 
OF THE MAILING DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION 
IS NOT MAILED UNTIL AFTER THE END OF THE THREE -MONTH SHORTENED 
STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE 
ON THE DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE 
PURSUANT TO 37 C.F.R. § 1.136(a) WILL BE CALCULATED FROM THE 
MAILING DATE OF THE ADVISORY ACTION. IN NO EVENT WILL THE 
STATUTORY PERIOD FOR RESPONSE EXPIRE LATER THAN SIX MONTHS FROM 
THE DATE OF THIS FINAL ACTION. 
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